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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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1)^ Responsive to communication(s) filed on 12 January 2004 . 
2a)D This action is FINAL. 2b)IEI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. . 
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Application Papers 
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DETAILED ACTION 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-10, drawn to a catheter for providing an embolic material, 
classified in class 604, subclass 264. 

II. Claims 11-21, drawn to a method for treating a vascular malformation, 
classified in class 604, subclass 509. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions s II and I are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another and materially different apparatus or by hand, or (2) the apparatus 
as claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case the process can be practiced by another apparatus, such as 
surgical tools, or by hand in conjunction with the surgical tools. 

Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art in view of their different 
classification, restriction for examination purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given 
above and the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 
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During a telephone conversation with Ms. Marcella Watkins on 5/26/06 a 
provisional election was made without traverse to prosecute the invention of group I 
(catheter), claims 1-10. Affirmation of this election must be made by applicant in 
replying to this Office action. Claims 1 1-21 are withdrawn from further consideration by 
the examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

The numbering of claims is not in accordance with 37 CFR 1.126 which requires 
the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims 
are presented, they must be numbered consecutively beginning with the number next 
following the highest numbered claims previously presented (whether entered or not). 

Oath/Declaration 

The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1.67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

It does not identify the mailing address of each inventor. A mailing address is an 
address at which an inventor customarily receives his or her mail and may be 
either a home or business address. The mailing address should include the ZIP 
Code designation. The mailing address may be provided in an application data 
sheet or a supplemental oath or declaration. See 37 CFR 1 .63(c) and 37 CFR 
1.76. 

Drawings 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: Fig. 4 discloses an element 14 which is not found in the specification. 
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Corrected drawing sheets in compliance with 37 CFR 1.121(d), or amendment to the 
specification to add the reference character(s) in the description in compliance with 37 
CFR 1.121(b) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 



Claim Objections 

Claim 5 is objected to because of the following informalities: Claim 5 states that it 
depends from itself. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rosenthal et al. (US Patent No. 7,066,904). Rosenthal discloses the device 
substantially as claimed including a catheter (Fig. 1, 51) comprising: a flexible tubular 
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member (51) having a proximal end and a distal end, said tubular member including at 
least one ring of expansible material (Fig. 6 discloses a balloon with a hydrogel coating 
(55) affixed adjacent to the distal end; wherein the definition of a "ring", according to the 
online version of the Compact Oxford English Dictionary, the definition is "a circular 
band, object or mark" {http://www.askoxford.com/concise_oed/ring_1 ?view=uk} The 
hydrogel coating disclosed in Fig. 6 clearly has the form of a circular band and circular 
cross-section, and therefore can be considered a ring. Rosenthal further discloses that 
the material expands in volume when it contacts with a liquid and when exposed to heat 
(col. 6, lines 57-64). Rosenthal further discloses that the hydrogel can swell and deliver 
a drug instantly or gradually over a desired time frame (col. 8, lines 59-62). 

The functional recitation "for providing an embolic material" has not been given 
patentable weight because the catheter is fully capable of performing this functional 
recitation. In order for it to be given patentable weight, a functional recitation must be 
expressed as a "means" for performing the specified function, as set forth in 35 USC 
112, 6 th paragraph, and must be supported by recitation in the claim of sufficient 
structure to warrant the presence of the functional language. In re Fuller, 1929 CD. 
172; 389 O.G. 279. 

Rosenthal, however, does not disclose the distance the ring is fixed from the 
distal end. It would have been obvious to one of ordinary skill in the art at the time of 
the invention to have modified the distance between the ring and the distal end to 
optimize its placement and consequently its effectiveness, since such a modification 
would have involved a mere change in the size of a component. A change in size is 
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generally recognized as being within the level of ordinary skill in the art. In re Rose, 105 
USPQ 237 (CCPA 1955). 

Claim rejected under 35 U.S.C. 103(a) as being unpatentable over Rosenthal et 
al. (US Patent No. 7,066,904) in view of Berenstein et al. (US Patent No. 5,895,378). 
Rosenthal discloses the device substantially as claimed except for radioopaque 
markers. Berenstein, however, discloses a catheter with tubular body (Fig. 1) with 
multiple radioopaque markers (116) spaced along the catheter at predetermined 
intervals. Therefore it would have been obvious to one of ordinary skill in the art at the 
time of the invention to have modified Rosenthal with the markers, as taught by 
Berenstein, in order to provide a catheter that can accurately deliver embolic material to 
a target site and verify its accuracy by viewing the marker bands. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Schell whose telephone number is (571) 272- 
7881. The examiner can normally be reached on Monday-Friday 8am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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KEVIN C.SIRMONS 



